Food and Drug Administration, HHS

1005.22 Granting permission to bring prod-
uct into compliance.

1005.23 Bonds.

1005.24 Costs of bringing product into com-
pliance.

1005.25 Service of process on manufacturers.

AUTHORITY: 42 U.S.C. 263d, 263h.

SOURCE: 38 FR 28630, Oct. 15, 1973, unless
otherwise noted.

Subpart A—General Provisions

§1005.1 Applicability.

(a) The provisions of §§1005.1 through
1005.24 are applicable to electronic
products which are subject to the
standards prescribed under this sub-
chapter and are offered for importation
into the United States.

(b) Section 1005.25 is applicable to
every manufacturer of electronic prod-
ucts offering an electronic product for
importation into the United States.

[38 FR 28630, Oct. 15, 1973, as amended at 45
FR 81739, Dec. 12, 1980]

§1005.2 Definitions.

As used in this part:

The term owner or consignee means
the person who has the rights of a con-
signee under the provisions of sections
483, 484, and 485 of the Tariff Act of
1930, as amended (19 U.S.C. 1483, 1484,
1485).

§1005.3 Importation of noncomplying
goods prohibited.

The importation of any electronic
product for which standards have been
prescribed under section 358 of the Act
(42 U.S.C. 263f) shall be refused admis-
sion into the United States unless
there is affixed to such product a cer-
tification in the form of a label or tag
in conformity with section 358(h) of the
Act (42 U.S.C. 263f(h)). Merchandise re-
fused admission shall be destroyed or
exported under regulations prescribed
by the Secretary of the Treasury un-
less a timely and adequate petition for
permission to bring the product into
compliance is filed and granted under
§§1005.21 and 1005.22.

§1005.11

Subpart B—Inspection and Testing

§1005.10 Notice of sampling.

When a sample of a product to be of-
fered for importation has been re-
quested by the Secretary, the District
Director of Customs having jurisdic-
tion over the shipment shall, upon the
arrival of the shipment, procure the
sample and shall give to its owner or
consignee prompt notice of the deliv-
ery or of the intention to deliver such
sample to the Secretary. If the notice
s0 requires, the owner or consignee will
hold the shipment of which the sample
is typical and not release such ship-
ment until he receives notice of the re-
sults of the tests of the sample from
the Secretary, stating that the product
is in compliance with the requirements
of the Act. The District Director of
Customs will be given the results of the
tests. If the Secretary notifies the Dis-
trict Director of Customs that the
product does not meet the require-
ments of the Act, the District Director
of Customs shall require the expor-
tation or destruction of the shipment
in accordance with customs laws.

§1005.11 Payment for samples.

The Department of Health and
Human Services will pay for all import
samples of electronic products ren-
dered unsalable as a result of testing,
or will pay the reasonable costs of re-
packaging such samples for sale, if the
samples are found to be in compliance
with the requirements of the Radiation
Control for Health and Safety Act of
1968. Billing for reimbursement shall be
made by the owner or consignee to the
Center for Devices and Radiological
Health, 5600 Fishers Lane, Rockville,
MD 20857. Payment for samples will not
be made if the sample is found to be in
violation of the Act, even though sub-
sequently brought into compliance pur-
suant to terms specified in a notice of
permission issued under §1005.22.

[38 FR 28630, Oct. 15, 1973, as amended at 53
FR 11254, Apr. 6, 1988]
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